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DETAILED ACTION 

Receipt of Request for Continued Examination, dated 1-30-04 is acknowledged. 
Claims 1-8 and 11-25 are pending. 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1. 17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 .17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 1-30-04 has been entered. 

Summary: 

Instant claim 1 is directed to an oral, a solid, controlled release pharmaceutical formulation 
comprising an extrudate comprising an active agent and a matrix in the formulation. Claim 1 
recites specific solubility of the active agents and recites specific relelase patterns of the active 
agent, as tested by Ph. Eur. Basket Method, wherein the extrudate is directly incorporated into a 
tablet or capsule. Claim 1 primarily requires two components an active agent and a matrix. 
Dependent claim 4 recites that the matrix comprises a mixture of hydrophobic fusible material 
having a melting point of greater than 40 degrees C and a hydrophilic polymeric fusible wicking 
agent. Claim 8 recites a solid controlled release formulation prepared by the recited process 
steps. 



The following is a new rejection: 
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Claim Rejections - 35 USC §102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

1. Claims 1-4, 6-8, 1 1-16 and 18-25 are rejected under 35 U.S.C 102(b) as being 
anticipated by WO 89/09066 (hereafter WO '066). 

WO '066 discloses a controlled release composition comprising an active agent, a 
polymeric matrix comprising a water-soluble polymer and a surface-active agent, for a zero order 
relelase rate (abstract, page 13, last paragraph; page 14, lines 14-18). The surface-active agents 
of WO 6 066 include fatty acid esters and fatty acid ethers having 12 to 24 carbon atoms, which 
read on the instant hydrophobic fusible agents (page 7, lines 23 to page 8, line 4). WO does not 
state the melting point, however, instant specification also include fatty acid esters and fatty acid 
ethers as suitable fusible materials and accordingly, WO '066 meet the claimed requirement. WO 
'066 discloses polyethylene glycol as a suitable hydrophilic material and recites the molecular 
weight of PEG that is within the ranged disclosed in the instant specification (page 9, lines 4-17). 
WO '066 further discloses that the active agent will have a particle size in the range of 0. 1 to 500 
microns and also disclose multiparticulate forms (page 1 1; page 17, lines 27-35). With respect to 
the claimed "extrudate", WO discloses that the composition is extruded (page 18, lines 18-30; 
page 19, lines 1-5 & lines 12-16 & page 20, lines 8-14). With respect to the claimed water 
soluble substance, in particular, morphine and the release rates, WO '066 discloses morphine 
hydrochloride preparation in example of (page 28), where the composition comprises a matrix 
formed of a molten mixture of hydrophilic polymer (dextrin) and PEG monostearate was 
extruded. Thus, WO '066 meets the limitations of claims 6, 13, 19 and 21. 
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With respect to the claimed release rates (of claims 1-3 and 14- 17), dissolution parameters 

1. e., ratio of Cmax to mean plasma levels, tmax, W50 etc., and the claimed test method, it is 
examiner's position that because WO '066 discloses claimed polymers of the matrix and also 
morphine, the release rates claimed are inherent to the compositions. WO '066 further discloses 
that the release of the active agent is achieved for a long time i.e., 8 hours or more (table on page 
32). With respect to claim 1 1, the limitation "the dosage form being obtainable by a process 
comprising:" even though product-by-process claims are limited by and defined by the process, 
determination of patentability is based on the product itself The patentability of a product does 
not depend on its method of production. If the product in the product-by-process claim is the 
same as or obvious from a product of the prior art, the claim is unpatentable even though the 
prior product was made by a different process." With respect to claims 8, 22 and 23, "suitable 
for once-a-day dosing" is an intended limitation that carries no patentable weight. Therefore, for 
the reasons above, WO '066 anticipates instant claims. 

Claim Rejections - 35 USC §103 

2. Claims 5 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable over WO 
89/09066 (WO '066). 

WO '066 discussed above fails to teach the instant ratios of hydrophobic and hydrophilic 
components of matrix. However, WO '066 teaches the compositions for controlled zero order 
relelase rates of active agents (page 1 1) and also teaches the claimed morphine compounds. 
Further, WO '066 teaches that the combination of surface-active agents and the polymer in the 
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matrix enable the release of drug at a substantially constant rate. Therefore, it would have been 
within the scope of a skilled artisan at the time of the instant invention to optimize the amounts 
of surface-active agents and the soluble polymer in the formulation of WO '006 such that a 
homogenous matrix is obtained which provides a zero order release rate of the active agent. 

The following rejection of record has been maintained: 

3. Claims 1-8 and 11-15 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-8 and 1 1-22 of U.S. Patent No. 
6,399,096. Although the conflicting claims are not identical, they are not patentably distinct 
from each other because instant solid, oral, controlled relelase formulations are generic to all 
water-soluble active ingredients, including the specific drugs such as morphine, tramadol etc., of 
the patented claims. Besides, both sets of claims recite that the drug is dispersed in a matrix, 
which results in the same in vitro dissolution rates. Accordingly, the species of the patented 
claims anticipates the claimed genus of the instant application, and therefore, a patent to the 
genus would necessarily, extend the rights of the species should the genus issue as a patent after 
the species. 

4. Claims 1-8 and 1 1-15 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1-33 of U.S. Patent No. 5,965,163. 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because instant solid, oral, controlled relelase formulations are generic to the particulate solid 
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dosage forms of the patented claims because instant dependent claim recite microparticulates. 
Besides, both sets of claims recite the similar of matrix and also morphine as the active agent in 
the dependent claims. Instant claim 1 1 recites the product by process claim, which overlaps with 
the patented product by process claims. Absent any distinction in the active agent or matrix 
materials, the patented solid dosage form inherently possess the ability to produce the claimed 
release rates, as tested by the specified method of instant claims. Accordingly, the species of the 
patented claims anticipates the claimed genus of the instant application, and therefore, a patent to 
the genus would necessarily, extend the rights of the species should the genus issue as a patent 
after the species. 

5. Claims 1-4, 8, 1 1, 12, 14-16 and 24-25 are rejected under 35 U.S.C. 102(b) as being 
anticipated by US 4,828,836 to Elger et al (hereafter Elger). 

Elger discloses a solid, controlled release pharmaceutical formulation comprising an 
active agent incorporated in a controlled release matrix comprising a water-soluble polydextrose, 
for achieving a slow relelase of drug over extended periods of time. (Col 1). Elger discloses that 
the matrix also contains at least one digestible C8-C50 substituted or unsubstituted hydrocarbon, 
especially a C12-C36 fatty alcohol such as polyethylene glycol and optionally contains 
hydroxy alkyl or carboxyalkylcellulose (col. 2, lines 1 1-35). The matrix polymer, polydextrose, 
and polyethylene glycol taught by Elger read on the instant matrix materials. Although Elger 
does not state the melting point as claimed, the property is inherent to the compounds because 
instant specification also states polyethylene glycol as the suitable hydrophobic agent having the 
claimed melting point. Elger also discloses tablets and capsule, as claimed. The teachings of 
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pellets and granules by Elger meet the claimed particulates because the instant claims do not 
state the particle size. With respect to the limitations regarding specific release rates, dissolution 
parameters i.e., ratio of Cmax to mean plasma levels, tmax, W50 etc., and the claimed test 
method, it is examiner's position that because Elger discloses claimed polymers of the matrix 
and also discloses various active agents (col. 3) that include the water soluble active agents (for 
and also discloses various active agents (col. 3) that include the water soluble active agents (for 
example theophylline in col. 8 and pyridoxine hydrochloride in col. 8, both of which are water 
soluble), the release rates claimed are inherent to the compositions. Elger further discloses that 
the release of the active agent is achieved for a long time i.e., 8 hours or more (col. 1, lines 7-12) 
and figure 2 shows that the release is achieved over 15 -20 hours. 

Elger does not state "extrudate" or "extrudate is directly incorporated into tablet or a 
capsule", as required by claim 1. Further, with respect to claim 11, Elger does not teach "the 
dosage form being obtainable by a process comprising:" the limitation. However, the above 
limitations are related to the process of making the composition, and do not constitute a positive 
limitation. Furthermore, even though product-by-process claims are limited by and defined by 
the process, determination of patentability is based on the product itself. The patentability of a 
product does not depend on its method of production. If the product in the product-by-process 
claim is the same as or obvious from a product of the prior art, the claim is unpatentable even 
though the prior product was made by a different process." In re Thorpe, 777 F.2d 695, 698, 
227 USPQ 964, 966 (Fed. Cir. 1985). 
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Claims 5 and 17 are rejected under 35 US. C. 103(a) as being unpatentable over Elger et 
al (hereafter Elger). 

Instant claims recite a specific ratio of hydrophobic fusible agent and the polymer. 

Elger, discussed above, fails to teach exactly the same ratios as claimed, 8:1 to 16:1 and 
instead teaches a ratio of 1 :4 to 4: 1. However, the examples of solid controlled relelase 
compositions taught by Elger (in cols. 7 and 8), Elger teaches a higher amount of hydrophobic 
polyethylene glycol as compared to polydextrose. Further, Elger teaches the above matrix 
components for the same purpose as claimed. Accordingly, optimizing the amounts of the 
hydrophobic and hydrophilic agents in the compositions of Elger so as to achieve a sustained 
release rate of a given active agent would have been obvious for one of an ordinary skill in the 
art. 

Response to Arguments 
Applicant's arguments filed 1-30-04 have been fully considered but they are not 
persuasive. 

Double patenting rejection : 

Applicants stated that upon indicating the allowable subject matter, the filing of terminal 
disclaimers will be considered. Therefore, the rejections have been maintained. 
Rejection over Elger-102(b) & 103fa) : 

Applicants argue that instant claim 1 has been amended to state " an extrudate wherein 

extrudate is directly incorporated into a tablet or a capsule ", in order to expedite the issuance of a 
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patent and that fails to teach or suggest the formulations comprising an 'extrudate". Further, 
applicants argue that claim 1 1 recites "extruding the agglomerates . . .an elongate extrudate is 
formed into pieces", which is not taught by Elger. Applicants argue that limitations 5 and 17, 
rejected as being unpatentable over Elger et al, are dependent from claims 1 and 1 1 respectively 
and that because Elger fails to teach "extrudate" or "extruding", Elger fails to suggest the instant 
claims. 

Applicants' arguments are not persuasive because as mentioned in the rejection above, 
the patentability of a product does not depend on its method of production. If the product in the 
product-by-process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process." In re Thorpe, 777 
F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). Applicants have not argued regarding the 
teachings of the claimed soluble material, and the hydrophobic and hydrophilic materials 
comprising the matrix (of Elger). Similarly, the limitations "an extrudate" and "extruding" refers 
to the process by which the composition is prepared. The argued limitations are part of the 
process steps that does not carry patentable weight. Accordingly, the rejection has been 
maintained. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lakshmi S Channavajjala whose telephone number is 571-272- 
0591 . The examiner can normally be reached on 7.30 AM -4.00 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K Page can be reached on 571-272-0602. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Lakshmi S Channavajjala 
Examiner 
Art Unit 1615 
April 9, 2004 



